Monthly (+/-7 days) and up to at least 30 days after end of treatment Abbreviations: BP, blood pressure; ECG, electrocardiogram; eCRF, electronic Case Report Form;, Hb, hemoglobin; HDISS-DU, Hand Disability in Systemic Sclerosis-Digital Ulcers; HR, heart rate; LT, liver test; SHAQ, Scleroderma Health Assessment Questionnaire; SSc, systemic sclerosis; wk, week. a Total number of digital ulcers, occurrence of new digital ulcers, healing of all digital ulcers, baseline and new digital ulcers, and location of digital ulcers were recorded at each visit. b During a given visit, the HDISS-DU should have been performed before any other assessment(s), followed by the SHAQ. c Performed at the first 2 quarterly visits only. d Blood chemistry and hematology, unless otherwise indicated. LTs included alanine aminotransferase, aspartate aminotransferase, alkaline phosphatase, and bilirubin (direct and indirect). e Women of childbearing potential only. Serum β-human chorionic gonadrotropin was assessed unless otherwise indicated. f A urine pregnancy test was to be performed if visit 1 was done more than 5 days before visit 2. The empty cells (--) correspond to the absence of this particular adverse event in a treatment group.
